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wiwra 3ftr xrfmr clc-uiui mm 
(i«iiwr1Wi) 
srfsrcjeRT 

if 19 mgft, 2011 

w^r.f%. 40(3T).—art^ftr sfp srem wfl Pm, 1945 m #7 ^frm 45^ g> fcnj 
gtfcm Prmi gg am afaPt ag^MI mi i gfrK grg g? g> 

ggm, afNfSr mm «ft 3?firPm, 1940 (1940 gg 23) g>t mg 12 3ft? mg 
33 gm jrgtr gfgggf gg mm n?, yggftw gReft t mg g>t 3rtmjgrc 

^ czrfgggt gft 9 ih<w$I it ftrcj Pagg? gmi srmPp? ^ gft mmr t, mflra 
>OT t 3#? m g[W mtft t ftj mg TOT PTmf T? mi gPPj 7l fuRTml 
mm g> mr mm ^ jrPrar, ftrctf m srpRjmr srerPfe t, mm g?t mmsi grg ^ 
gri# t, %t#h f^r g5t araPr gft gmf% ^ mm ftm? fam gngm ; 


ftRft ftfisg ozrfgg gf ggrifag gm Pmff gft mgg fipff snM 3ik ^srrgt gg 
gfr aigPr i> mrf$r g> iftm, gPrg, mm mggg ggmg aifa trftgig wm 

mi ora, w mggg Prafai ?m, ^ ftotfl - 110011 g?t mm #>t mm gig 
ftmgftgm ^mT 1 

RTCR Pm 


1. (1) TT Pmf gg grftpg m rnfapj sift wmr mrat (to gmftm) Pm, 2011 1 1 
(2) £ mm 3 3 iPra w^rk gP mlfti g?r gfg 1 

195 GI/2011 
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2. sfmftr 3 ft? jrarsH m??ft Pm?. 1945 (ftp f?ft mmra; to Pm? w w 
I) P Pm? 12233 m? 3> id PtmPPa? 3idwiftd ftmt ?n??T, srafa :-- 

“Pm? i2233rg> pg rft ? ? 'd'miPd 35 ft P Pi? -kiPi* srgwr ?Pre?t 
33 ?ftl?^t35? 0 T (•)) c|3T if ^qlft* Ptef? ddlPd 3?ft P H3l'Jld p P? 

iftrPm? srpraT? ???? Pm? 21 ?> (*j) if Mft?rftd ai^itfPr mft3>P gm 

3ftm$f? ftmr tot?t aPtPm #? I 

( 2 ) tdift* ?%? 331 ft? 35 ft <& tmfti? 3? Pi? 3 3 Pt* srfpPjT? ??5? <# 
vfti?^*?? g* p? 33 % ft?? 21 3> 733 (?r) if ?P?ift? srprfft srft33§ ?ir 
arg^f ?-i ?f 3i#3 ?srr^P? wro^f ?> m? ?ff ?n??fr 1 

(3) ?ft 3Fptfft arftgPt pft 3ft? vlf? 3pr, ?t ???t? ?ft 3?t| it, ftrem 3? 
ft?T? ftmr dnrnr aiw* ??a?i f ft? Prnrnf ?>t sftsrrerf ?? sierra? ft ??t t 
3 ft? vP^*v!? <£ P? ?ftf ??t m?? #?! crarar t ?3 t?i? ?r mft ??, ??ft 

3tPmiP? ?RTf 3> 3TE?#r 'iftR$<f?VU| SI?!? 3?? Tmftt I 

(4) 3?tf dr? ??> ft? ?f tjfo? ftcfftd ?t Prror ? §3? ft w& 

3 % ?5t cPP % w? ?4 eft ftpt 313 ft 3 ? P? ftft?rm ftm 1 

( 5 ) ?ft 3T^frfft 5ttft <?!■£! ?? 3F ???n? 3i?f ft?T ^ ft 3? 3tft33 3?t ?I?^- 3?? 
$?T 3ft? ^ 3Tp|? 3?ft ft 3?t?3 3?t 3tft?3? 3?f ?J% 3% 3ft? pft ftr% 

% ??P ftPra ?m ft TrnraT? Pb?t ?it??t, tmr? 3 ? 

?ft?T 1 

(e) ?ft %ft3? srjftsiT? ft??? ?ftr?^?m? 3 ft fftftt ??? ?rft m ft srjqtfr? 

3?ftt 4 3TO4TO 3ft t 3rpifft 3|ft3?Tft fftftt ?3? 3?17? 3?T3Tt 33 313?? ft 
333 m ft? 3?f ? p? 3?tt 3tft?r 3t% PmT ???, gr? ??i?ft 3?t ftvsraft 3?ftt §? 
ptt 3mft ^ P? ftp 3? yRld ?3st ?ftl?^tc5?? 33 ftp?? ?I ft?Pt3)?? 31? 
?tP?T I 

( 7 ) 3P«M ???3 fti?l33 ?ftR^t?m? srpfp 3lft33^t §RT PPft? ?T 

P[?W 35? ft?T ??T t 3lft?r Pt ?ft P 333 fft P ?P ftp P PeT? <ftp? 
?TOR 3Tt 3?fP 35? ?t^?T 3ft? 4^t? ??33? ^33Tf 33 3t3?R M P 333T3 
33^31 ?5t vTO? P? ?T 3R?Pd *? ?3ftT I 

w€te?m - f?r Pm? ^ 3?P? ^ P? 3^ ; idift* st^Pm? ???? ??tt mfft* ?t 

3>r4 ?f?3? (sr??lft35, ^t«lftr3) ?t 33?) t ftp ftjp ^cjlft* Tpip? 3?t 313? ?I 
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^ Rdfl 377^, E%7 3fR/dT dlUJdl^ 5?%> Sid BWidRd UT flomlRdd dSt uJT mrift 
^ M ^felxd<*> F%R7 3T ^TEZRnt fcTfel *7 dRH% ?Wt I 


3 . Rwh 3 3rj^ d ^ R*-ifctRafl araRsuftcr # «nxnft, 37 % > 

arjg^ d-i 

(Rnm i22*ra>, i22dm>, i22*raR?r M) 

^^iPtcb 3^tor dua^i 3> aksmj sik mgavR 

1 . fct^TR 

it drf<$d 3d ddcSdf, sjf^Rff, ^STpfr 3fk dkfkrf ^ tcR t Uft % 
^telRrar d$OT Ef> ' 4 ixTTcf i T EpT dlfed sTxt f 3 RT*kf ^ ift § Rim 21 <& 

733 (3) *7 TTkTTftcT Stptf^t UlRdilfl ^ %m <# Rpr 37^% d^ft t I 

^IdlREb <R7OT TSTcT 'Hf^fad d€t f I 

dg di'fefc 3t^f HRfdsfH dit t 37k ^diR*' dg«m ^ cd>; ar^r Rrddt dr 
di'feM ept 3r4Ieirui dig f, scag^ii^ fk^rkf d?7 373^-^, di*ftd ar^ ^tRra> 

cddgR (37Asf.) dPfe?7d 3fk dT7#d Rl%3T 37^7% dRd^ gRt dm dltfTdlg d? 4d 
Rlfecdl 37^77dld cf7 fad gfcPT^cP dT%fd I 

2. Tfa i ffiq RP i d> fad 

(i) 3dlRld7 37^mH 7%d fadft EdfdxT d* cffiTj dR d> 37% % dft Wd ^ 
fadRf>erkr ^ fkd ^xr^Rfi t 1 mad dew srf^mt d77 TTiTdi vfr fa> st^fraiRra? 

3xm/ (d%7) mrarr, fafard tjer? differ toi dT fadddT^ d77 aimi amr Tjddr, 
mdTfarart gra dm? gfadT, 37^ ^grRrc? mgR dT%7d sfk IgrPra? tem <£ 
Tidim g> 3T=d Rrddi % 'jjfadi ^dRRrd gtdr 1 

(ii) dfddd, %f% ftxJRur d> 3R%«TT ^ Rk ddfe W7IE7d, 37% 3ik 57ft% 

d>4tiiR<jd ddm i tot dit aM dikiR 37im dpRf Rraf*ra w ^ 

hRiRrt dg ak^TT gVil I 

(iii) 'IdiRi'f 37^mrd >d j idd gwi d^tsrd ^ mRtd 4)^=4! afk d>r Rffera 
g 3 R% c^ afk 7% dRdT afk ^ftef ^ # dRmtd ftf¥^dkdr l 

(iv) dd3d d? ^ f¥ ? Era cpkTr Rf> dgsrdt d% ^ ^7 hi Red 7% vtT dgi t 
3(k dteR ^7 ^7tf?ra 3xT7%xd dldd: dl ’J’fedT 3RfRd f% ddl t 3fR mTm> ITd 
3d^r Hdpft ^ aik gMcraf^fa Rr% ftnn ^rr ^ t I 
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(v) km, W*|)vjM k feP? 3 klket<d HTW JTxTIcHM ^rt^nsff k SHjnR 

wfkft 3 ft? <wifok fkrenT k Efkn I ftk HTO5 jrersw kkrr <ft 

yyf tr ft <*wikfl km i 

(vi) klcM, kjft kWl, tieekeflcMui 3k 3W 'fTftfkl 3lfilet<si ER 3(^<fl u l 
ebb'll I THm, kvl cnkl 3ft? k ^Plf^qfl 3ft 4>ftll fk 3cftquicf>al, kfsnr k TraTeTT 
k fen? 3tft%ci 3ti<nM<*> c^htcTu! m nk tn ft anpnT rit 11 

(vii) km, k <jPi(^d efVit fk skwFcif % kft 'SkTkft sik ktem % 
ftkkr ftf ktenft k kkr k fen? 3Tfferr t, mr m fen? % I 

(viii) km, ftft ktekf k eTFJ kfckl 3k IftPraftf k 3TJ?TR STjftkl 
StSkftf Efft ^TcTT% k fen? 3TCft 3TftkIEfk3ff Efft nBTEIcIT ERfft k fen? ftsklEF EPlftsbH 

nkn i Trf^rem k 3fcnfcr 3Tfrfki srkf krffteF fwr npfeNf, ^fkr 'k^Ri 
ftf t 3ft? 3T5ft krfkp EJJkR k fen? 3TftkIElk3ft EPT x3rRkkR 3ft fpIT I 

ft 3lfkR3 7®Ri 

TPft kftkft (fcTRdel efWiftsi, fkRjrfftEj; ?fkkj "JIT VE^ikii skrkft, kkf 
3nfft) kft ki weir; k^E? skfft mra? fkmr km (k.aff.HT.fft.ft.) ak ^rm 

nfftfet, ft arjftrfki arftkrmfaft k fftfkferi, kftt nft<£fft kk, HT-flk Mk, 

ksr-kteiT nqmk , ftftfkr weir. Erffc^ fftkfi kt kr, ^jpf 3k sffcR Met k 
3R3R3R fktn utn?3iT i TT3ft wnkt sk kjERn? k ekter kftt, k>ft fkETT eutw 3k 
3RZRH 3J°f kft ejt k.3ft.3TT.fft.ft. k 3lk% k JRfeT klft k km kf W c|ftf Efft 
ankr k fen? ^ftSra ktenr fkir km I ^ ak (pnjnfk kkn k km etor ft 
arfkkftfa ^ff v*n?ftt i 

4. kftnf^RR eft fin? anrfSra 

(i) Ik? 3nft k fen? km Riwkw ^nk ^nrn? ksn, 
k^?r kssi, k^T ^ k%eT I 

(ii) 'meW kft/3i i k c;i ft/fftkik gn m 3k w I 

(iii) fftfkn srfkc^ k T5q ft km k k^ifci I 

(iv) ^fkT3ft, krraftf ak kEHi3ff nfkr km IRT fftfks 
fkimrenk/ftroft k 3iftk ^ kkn ^kj3i i 

(v) sifkrk k w ^k ftw nfkr km efi k 5 kmrnn 
gkr <m fknr I 

(vi) fftlks kk k fftrakt ftkan k Rift dftkft jejej fkmkf kk 
MH<b wtiieid jrfkn kf ej41 I 
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(vii) TO> TOWT # T^W 3R?TT # fcf)— 


(cf?) B*T, 3T^ TOfeHt 3f.#.oqr. TOfefcff 3jfa afa TOm 
f^m, 1945 s> apjtrf&i i; wra ?f \jR$<frw jR^pm w 

•3ifir#ftcr ?mf ^t qicpf ^rt i 


(®) -^cprf#, cr^37firf^4?f^pff^ 

3T#r fyRf cp-sh ?m>R gRT ^ g>T RTcPT | 


W m arprf^r snfciwfl 3 jt?/?r 3 #?% grersrfeftr 

%# arfgvr cpf t(^r; ^ 3T3? jrfcr at? ap^r #? gRft §rt ^raifcra 
f^t intern $ if irf^tT/jrf^nY aft? ^nM g>r Trttem 

sPt 3i^5lld 35$*) | 


L T PT- 4. W-11014/2/2010 

37^07 tprgj, TRpg #33 

^ •' EJT J™ i * ^-28-10/45-t^ (1) TfRte 21 1945 SRI 

9 ft v(K mft^T 3 #n^RT rtrn m^ifo 683 ( 30 ,mte 19-08-2010 

5TCT FTOT TOT I 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 19th January, 2011 

G.S.R. 40 (E).— The following draft rules further to amend the Drugs and 
Cosmetics Rules, 1945, which the Central Government proposes to make in exercise of the 
powers conferred by section 12 and section 33 of the Drugs and Cosmetics Act, 1940 (23 of 
1940), after consultation with the Drugs Technical Advisory Board, is hereby published for the 
information of all persons likely to be affected thereby, and the notice is hereby given that the 
said draft rules shall be taken into consideration on or after the expiry of a period of forty-five 
days from the date on which the copies of the Gazette of India containing these draft rules are 
made available to the public; 

Any person interested in making any objections or suggestions on the proposed draft 
rules may do so in writing for consideration of the Central Government within the period so 
specified through post to the Secretary, Ministry of Health and Family Welfare, Government of 
India, Nirman Bhawan, New Delhi-110011. 

DRAFT RULES 

1. (1) These rules may be called the Drugs and Cosmetics 
{First Amendment) Rules, 2011. 


hs'Gi 
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2. In the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said 
rules) after rule 122 DAA, the following rule shall be inserted, namely:- 

“Rule 122 DAB. - Registration of clinical research organisation for 
conducting clinical trials: - (1) The clinical research organisations shall be 
required to be registered by the Licensing Authority defined in clause (b) 
of rule 21 for the purpose of conducting clinical trials in the country 

(2) An application for registration of clinical research organisation for the 
purpose of conducting clinical trials shall be made to the Licensing 
Authority defined in Clause (b) of Rule 21 accompanied by the 
information as required under Schedule Y-f. 

(3) If the Licensing authority after such further enquiry, if any, as he may 
consider necessary, is satisfied that the requirements of the rules have 
been complied with and the conditions of registration will be observed, 
he may grant registration subject to the conditions stated therein. 

(4) A registration, unless it is sooner suspended or cancelled, shall be 
valid for a period of five years from the date of issue. 

(5) If the licensing authority is not so satisfied, he shall reject the 
application and shall inform the applicant of the reasons for such 
rejection and the conditions which must be satisfied before the 
registration can be granted. 

(6) If the clinical research organisation fails to comply with any of the 
conditions of registration, the licensing authority may after giving an 
opportunity to show cause why such an order should not be passed, 
by an order in writing stating the reasons therefor, suspend or cancel 
the registration for such period as deemed fit. 

(7) The clinical research organisation, whose registration has been 
suspended or cancelled by the licensing authority, may within ninety 
days of the receipt of the copy of the order by him prefer an appeal to 
the Central Government and the Central Government may after giving 
an opportunity of being heard, confirm, reverse or modify such order. 

Explanation - For the purpose of this rule a clinical research organization 
is an individual or an organisation ( commercial, academic or other) to 
which the sponsor may transfer or delegate some or all of the tasks, duties 
and f or obligations regarding a Clinical trial, provided that all such 
contractual transfers or obligations are defined in writing.” 



\m w—wrs 3(i)] 




7 


(2) They shall come into force on the date of their final publication in the Official 
Gazette. 

3. (n the said rules after Schedule Y, the following Schedule shall be inserted, 

namely:- 


“Schedule Y-1 

{See Rules 122 DA, 122 DAA, 122 DAB) 

Requirements and Guidelines for registration of clinical research 

organisations 

1. Scope 


These guidelines cover all organisations, individuals, institutions and 
companies that take the responsibility of conducting clinical trials including those 
who seek permission for clinical trial from Licensing Authority defined in clause 
(b) of rule 21. It does not include clinical trial sites. 


These guidelines are not stand alone guidelines and are not in derogation 
Of any other rules or guidelines applicable to the clinical trials e.g. Schedule Y of 
the rules, Indian Good Clinical Practice (GCP) guidelines and Ethical Guidelines 
for Bio-Medical Research on human participants by the Indian Council of 
Medical Research. 

2. Criteria for Registration 

(i) The Clinical Research Organisation shall be under the charge of a person 
who is responsible for the overall activities of the organisation. The 
organisation should have competent persons who are thoroughly familiar 
with the investigational product(s), the protocol, written informed consent 
forms or other information provided to the subjects, the standard operative 
procedures by the sponsors, GCP guidelines and other rules applicable to 
the conduct of clinical trials. 

(ii) The organisation shall have adequate resources, qualified and trained 
staff for oversight of clinical trials. The staff members are required to be 
trained regularly to update their skills. 

(iii) The’ trial related duties and functions transferred to and assumed by the 
Clinical Research Organisation shall be specified in writing and properly 
quantified. 

(iv) The organisation shall ensure that the trials are adequately monitored and 
the trial related responsibilities transferred to it, partially or fully, by the 
sponsor are discharged effectively and efficiently. 
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(v) The organisation shall implement quality assurance and quality control as 
per standard operative procedures designed for the purpose. Such 
Standard Operative Procedures shall be well documented. 

(vi) The organisation shall maintain complete data, documentations and other 
related records accurately. The organization shall also check and ensure 
that the investigator(s) have maintained properly the essential documents 
required for the conduct of the trial. 

(vii) The organisation shall ensure that the investigator(s) received all 
documents and trial related supplies needed to conduct the trial properly. 

(viii) The organisation shall have education programmes to help its 
investigators to carry out the research studies as per guidelines and 
regulations applicable to such trials. Training will include protocol 
adherence, GCP guidelines, informed consent process, and investigator’s 
responsibilities for GCP compliance. 


3. Record Keeping 

All records (written documents, electronic, magnetic or optical records, scans, 
etc.) such as protocols, approvals from the Central Drugs Standard Control 
Organization (CDSCO) and ethics committee, investigators) particulars, blank 
consent forms, monitor reports, audit certificates, relevant correspondence, 
reference ranges, completed and the final reports, shall be maintained. All 
documentation and communication are to be dated, filed and preserved safely for 
a period of 5 years after the completion of study or submission of the data to 
CDSCO. Strict confidentiality is to be maintained during access and retrieval 
procedures. 

4. Information required for registration 

(i) Name and address of the organisation to be registered along with its 
telephone number, fax number, e-mail address. 

(ii) Name and address of the proprietors/partners/directors. 

(iii) Status of the organisation as legal entity. 

(iv) A brief profile of the specific activities/services undertaken by the 
organisation including facilities, resources and infrastructure. 

(v) An organogram of the organisation including brief CVs of key personal. 

(vi) List of Standard Operative Procedures with salient highlights about 
specific areas to be scrutinised. 

(vii) An undertaking to declare that,- 
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(a) we shall comply with the conditions imposed on the registration 
certificate along with the adherence to other guidelines like GCP 
guidelines and provisions of the Drugs and Cosmetics rules, 1945. 

(b) we shall comply with such further requirements, if any, as may be 
specified by the Government of India, under the Act and the rules, 
made thereunder. 

(c) we shall allow the licensing authority and/or any person authorised by 
him in that behalf to enter and inspect the premises and to examine the 
process/procedure and documents in respect of any clinical trial 
conducted by us.” 


[F. No. X-11014/2/2010-DFQC] 
ARUN PANDA, Jt. Secy. 


Foot note : The principal rules were published in the Official Gazette vide notification No. F. 28-10/45-H (1) dated 
21st December, 1945 and last amended vide notification number G.S.R. 683(E), dated the 
19-08-2010. 


Pruned by the Manager, Government of India Press, Ring Road, Mayapuri, New Delhi-110064 
and Published by the Controller of Publications, Delhi-110054. 





